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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
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- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 
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Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )M Responsive to communication(s) filed on 16 January 2007 . 
2a)Q This action is FINAL. 2b)|3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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4) 23 Claim(s) 7-79 is/are pending in the application. 
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6) E3 Claim(s) U12 is/are rejected. 
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DETAILED ACTION 

Election/Restrictions 

1. Applicant's election with traverse of Group I, claims 1 - 12 in the reply filed on January 
16, 2007 is acknowledged. The traversal (filed on August 3, 2006) is on the ground(s) that there 
is not a serious burden on examiner. This is not found persuasive because as indicated in the 
previous office action, the groups are both independent and distinct, as supported by separate 
classification. While the search for the groups may overlap, an overlapping search is not a 
coextensive search. Moreover, a reference that would anticipate one group may not anticipate or 
even make obvious the invention of the other groups. 

The requirement is still deemed proper and is therefore made FINAL. 

Claims 13 - 19 are withdrawn as being drawn to non-elected subject matter. Claims 1 - 
12 have been considered on the merits. 

Claim Objections 

2. Claim 8 is objected to because of the following informalities: 

The term "fibrullar" should be spelled "fibrillar". Appropriate correction is required. 
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Claim Rejections - 35 USC § 112 

3 .. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

4. Claims 1 - 12 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 

failing to particularly point out and distinctly claim the subject matter which applicant regards as 

the invention. 

Claim 1 and its dependents are drawn to a prosthetic device, however are rendered vague 
and indefinite for reciting "including" because it is unclear if the limitations following are 
required to meet the claimed invention, or if the are optional. 



Claim Rejections - 35 USC § 102 

5. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

6. Claims 1 - 6, 9 and 1 1 - 12 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Ohgushi et al. (WO 01/34218) as interpreted by US 6989030 Bl. 

Applicant claims a prosthetic device for implanting into a bone, the device comprising a 
body with an outer surface and a first section which contacts the bone; and a coating comprising 
living bone cells which covering the first section; wherein the device promotes bone ingrowth 
between the device and bone. The body is titanium, ceramic or is a hydroxyapatite-covered 
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material; the outer surface is porous; the first section contains a textured surface; the bone cells 
are osteoblasts; and the coating contains a bone growth promoting substance selected from TGF- 
alpha, beta- 1,2, EGF, IGF-1, PDGF, FGF, BMP-1 or VEGF. 

Ohgushi teaches a bone transplant material (prosthetic device for implanting into a bone) 
comprising artificial and biologically active materials (abstract). The artificial portion has an 
outer surface that is in contact with bone and is coated with living cells (abstract). Specifically 
the artificial portion (or body) is made from titanium, ceramics, or hydroxyapatite (col.2 line 45- 
67) and may be porous (or textured) (col.3 line 15-20). The cells are osteoblasts (abstract, col.3 
line 15-20) and the biologically active materials may further include growth factors (bone growth 
promoting substances) (col.5 line 19-27) to include BMP (col.5 line 53-61) and or FGF (col.13 
line 40-42). Ohgushi teaches that the implant promotes bone repair activity in that surrounding 
tissues fill the implant (or promotes ingrowth between the implant and bone). 

The reference anticipates the claimed subject matter. 

7. Claims 1 - 3, 6 - 7 and 9 are rejected under 35 U.S.C: 102(b) as being anticipated by Lee 
(US 5306305 A). 

Applicant claims a prosthetic device for implanting into a bone, the device comprising a 
body with an outer surface and a first section which contacts the bone; and a coating comprising 
living bone cells which covering the first section; wherein the device promotes bone ingrowth 
between the device and bone. The body is titanium; the outer surface is porous and textured with 
an array of bead; and the cells are osteoblasts. 
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Lee teaches bone implants coated with bony tissues such as osteoblasts (abstract). The 
implant is made from titanium and has a porous surface textured with beads (col.2 line 55-65). 
Lee teaches the beads and pores allow for bone ingrowth (col.2 line 60-65). 

The reference anticipates the claimed subject matter. 

Claim Rejections - 35 USC § 103 

8. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

9. Claims 1, 6, 8 and 1 1 - 12 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Ohgushi in view of Gayer et al. (US 6214049 Bl). 

Applicant claims a prosthetic device for implanting into a bone, the device comprising a 
body with an outer surface and a first section which contacts the bone; and a coating comprising 
living bone cells which covering the first section; wherein the device promotes bone ingrowth 
between the device and bone. The first section contains a textured surface that is made from 
fibrillar wires; and the coating contains a bone growth promoting substance selected from TGF- 
alpha, beta-1,2, EGF, IGF-1, PDGF, FGF, BMP-1 or VEGF. 

Ohgushi teaches a bone transplant material (prosthetic device for implanting into a bone) 
comprising artificial and biologically active materials (abstract). The artificial portion has an 
outer surface that is in contact with bone and is coated with living cells (abstract). Specifically 
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the artificial portion (or body) may be porous (or textured) (col.3 line 15-20). The biologically 
active materials may include growth factors (bone growth promoting substances) (col.5 line 19- 
27) to include BMP (col.5 line 53-61) and or FGF (coL13 line 40-42). Ohgushi teaches that the 
implant promotes bone repair activity in that surrounding tissues fill the implant (or promotes 
ingrowth between the implant and bone). 

Ohgushi does not teach the implant wherein it is textured with fibrillar wires. However, 
Gayer teaches bone implants made from titanium, ceramics, or hydroxyapatite (col.l line 25-35, 
col.2 line 8-20) wherein the surface is texturized with fibrillar wires (abstract, col.5). Gayer 
teaches the wires enhance mechanical strength and allow for optimal bone ingrowth (abstract). 
At the time of the claimed invention, it would have been obvious to one of ordinary skill in the 
art to use the fibrillar wires of Gayer in the textured implant of Ohgushi for its advantages 
disclosed by Gayer. Moreover, at the time of the claimed invention, one of ordinary skill in the 
art would have been motivated to use fibrillar wire in the implant of Ohgushi with a reasonable 
expectation for successfully obtaining a strong bone implant which promotes bone ingrowth. 

Ohgushi does not teach each of the claimed growth factors used as the bone growth 
promoting substance. However, Ohgushi does teach that the implant may contain any growth 
factor secreted by marrow, mesenchymal, stem cells, ostoblasts and osteoprogenitor cells. At the 
time of the claimed invention, it was known in the art that osteoblasts secrete IGF. In addition, 
Gayer teaches osteoinductive growth factors to include PDGF, IGF, FGF, TGF and BMP. Thus, 
at the time of the claimed invention, one of ordinary skill in the art would have been motivated 
by Ohgushi and Gayer to use the claimed growth factors in the implant of Ohgushi with a 
reasonable expectation for successfully obtaining a functional bone implant. 
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10. Claim 1 and 10 are rejected under 35 U.S.C. 103(a) as being unpatentable over Ohgushi 
or Lee. 

Applicant claims a prosthetic device for implanting into a bone, the device comprising a 
body with an outer surface and a first section which contacts the bone; and a coating comprising 
living bone cells which covering the first section; wherein the device promotes bone ingrowth 
between the device and bone. The cells are osteocytes. 

Ohgushi teaches a bone transplant material (prosthetic device for implanting into a bone) 
comprising artificial and biologically active materials (abstract). The artificial portion has an 
outer surface that is in contact with bone and is coated with living cells (abstract). Specifically 
the cells are osteoblasts (abstract, col.3 line 15-20). Ohgushi teaches that the implant promotes 
bone repair activity in that surrounding tissues fill the implant (or promotes ingrowth between 
the implant and bone). 

Lee teaches bone implants coated with bony tissues such as osteoblasts (abstract) wherein 
a beaded surface allows for bone ingrowth (col.2 line 60-65). 

Ohgushi and Lee do not teach the implant wherein the cells are osteocytes. However, the 
references clearly demonstrate that osteoblasts and osteoprogenitor cells are used to coat the 
implant to form a bony tissue. While these are not specifically osteocytes, they are early bone 
cells, which will become bone cells, or osteocytes. Thus, it would have been obvious to one of 
ordinary skill in the art to use bone cells in the implants of Ohgushi and/or Lee, as a matter or 
routine experimentation, and based on the teachings of the cited references. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ruth A. Davis whose telephone number is 571-272-0915. The 
examiner cart normally be reached on M-F 7:00 - 2:30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Wityshyn can be reached on 571-272-0926. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 




/ 



information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



March 29, 2007 



